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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment See 37 CFR 1 .704(b). 
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DETAILED ACTION 

Receipt of applicants' amendments and remarks submitted April 30, 2007 is 
acknowledged. 

1 . The terminal disclaimer filed on April 30 disclaiming the terminal portion of any patent 
granted on this application which would extend beyond the expiration date of US Patent 
6,605,629 has been reviewed and is accepted. The terminal disclaimer has been recorded. 

Claim Objections 

2. Claims 37, 38, 43 and 45 objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Claim Rejections 35 U.S. C. 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most'nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 1, 9, 1 1, 15, 29, 34, 36 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for treating senile dementia of Alzheimer's disease with 
the compounds herein wherein A is those defined in claim 9, and Y is those defined in claim 11, 
does not reasonably provide enablement for treating senile dementia of Alzheimer disease with 
any other compounds. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. 
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The instant specification fails to provide information that would allow the skilled artisan 
to practice the instant invention without undue experimentation. Attention is directed to In re 
Wands, 8 USPQ 2d 1400 (CAFC 1988) at 1404 where the court set forth the eight factor to 
consider when assessing if a disclosure would have required undue experimentation. The court 
recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, ■ 

3) the presence of absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

The claims are broadly cover method of treating senile dementia of Alzheimer's disease 
with compounds defined by the general formula in claim 1 , which essentially encompasses 
unlimited number of compounds with various structurally distinct features. The specification 
discloses particular compound 1 arid 5 have shown excellent NGF and BDNF 
production/secretion promoting activity, (experimental example 1). The specification provide no 
working examples, or any rationale that compounds other than those closely related to 
compounds 1 and 5, i.e. the compounds wherein Rl is amidazolyl group which may optionally 
be substituted, A is a phenoxy group substituted with an alkyl groups which may optionally be 
substituted, B is a phenyl group which may optionally be substituted, and Y is divalent 
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hydrocarbon group, would be similarly effective as compounds 1 and 5, so that be useful for 
treating senile dementia of Alzheimer's disease. It is noted that the pharmaceutical art generally 
is unpredictable, requiring each embodiment to be individually assessed for physiological 
activity. The court in In re Fisher, 427 F.2d 833, 839; 166 USPQ 18, 24 (CCPA 1970) held that, 
"in case involving unpredictable factors, such as most chemical reactions and physiological 
activity, the scope of enablement obviously varies inversely with the degree of unpredictability 
of the factors involved." The more unpredictable an area, the more specific enablement is need in 
order to satisfy the statue. The Unpredictability is more apparent where the diseases disclosed in 
the specification are as complex and diverse in etiology of Alzheimer's disease. Further, various 
structural distinct compounds herein deemed to present unpredictability as to their physiological 
properties. For examples, Compounds with A as CI -4 alkoxy groups are reasonably expected to 
be different from those with A as phenoxy group. The difference of the sizes, shapes and 
electronic distribution of the A would certainly affect the physical and chemical properties of the 
compounds and thereby affects the physiological property. Further, the flexible divalent carbon 
group as Y certainly has distinct affect compared with heterocyclic group. In the instant case, the 
art and the evidence presented in the instant application fails to establish support for treatment of 
senile dementia of Alzheimer's disease with compounds other than those closely related to 
compounds 1 and 5, i.e. the compounds wherein Rl is amidazolyl group which may optionally 
be substituted, A is a phenoxy group substituted with an alkyl groups which may optionally be 
substituted, B is a phenyl group which may optionally be substituted, and Y is divalent 
hydrocarbon group, as instantly claimed. Thus it would require undue experimentation for the 
skilled artisan to practice the invention as broadly claimed. 
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Response to the Arguments 



5. Applicants' amendments and remarks submitted April 30, 2007 have been fully 
considered, but are not persuasive as to the rejections set forth above. Particularly, there is no 
rationale that change from a phenoxyl groups to an alkoxyl group for A, and/or change from a 
propyl group to a heterocyclic group for Y in the formula will not affect the therapeutical 
properties of the oxazole compounds. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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